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Trade Name Strylker Spine AVS"' A-LATl PEEK Spacers

Proposed Class Class 11

Classification Name Intervertebral body Fusion device, 21 CIR 888.3080

and Number

Product Code MAX

Predicate Devices ThPV~ALTIEEK Spacer was shown to be Stibstantially

equivalent to the devices listed below:

* DePuy Acro Mcd, Inc. ILumbar I/F Cage®(9 with vsP®'~ Spine

System, PMA/I 11960025

* Stryker Spine AVS® PL i-ISI3K Spacers, 5 10O(k) It K082014

* GlobLuS PATRIO0''(T® Tanisconitiniental® Spacer, 5 10(k) it

K093242

* Stryker Spine AVS® TIL PEEK Spacers, 510O(1k) It K083661I

* NLuVasive CoRoenit® XL Spacers, SI 0 (k)s it K07 1 795 and

K08 1611

Device IDescription Th V®ALAT Pleek Spacers are intervertebral body fusion

devices intended for Use as an aid in spainal Fixation. The AVS®

A-LAT PEEK Spacers are rectangular shaped, hollow firamne

implants with lateral fenestrations, machinmed fromt medical gradle

PEEK OPTIMA ULT per ASTM F-2026. The spacers
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Stryker Spine AVS~ A-LAT PEEK Spacers Traditional 5 I 0(k) Prenmarket Notification

510(k) Siumniary: AVS'~ A-LAT PEEFK Spacers

incorporate five (5) Tantalumr (per ASTM F560) marker pins to

aid inl tad iograph ic visuialization. The A VS® A-LAT l EEK

Spacers are available in a variety of sizes and angles that allow

the sur11geon to best choose the size su.ited to the patient~s

anatomy and patho logy.

Intended Use The Stryker Spine AVSLO A-LAT PEEK Spacers are

intervertebral body fusion devices indicated for uise w~ith

aultogenIous bone graft in patients with deg-enerative disc disease

(DDD) at one level or two conItiguIous levels from11 12 to SI1

DID!) is dlefined as back pain ofdiscogecnic origin with

degeneration of the disc confirmed by history and radiographic

stUdies. The DDD patients may also have tip to Grade I

spondylolisthesis at the involved level(s). These patienlts sh1ould

be skelIetalIly mlat tire- and have six mont is of'no no perat ive

therapy.

The AVS®1 A-LAY PEEK Spacers are intended to be Used with

suIpplemen~tal Fixation systems that have been cleared for Use inl

the IlumbosacralI spine.

A description of the subject devices containing the specific

informnation recommended by I-DA in the "Class I! Special

Controls Guidance DocumenC~t: Intervertebral LBody Fus ion

Device" is provided in Section I I of this 5 10(k) submission.

S1.mninry of the T'he subject AVS® A-LAY PEIEK Spacers aind the predicates

Technological share similar design Features:

Characteistics* Lateral fenestrations

* Serrations onl the sLuperior aild in feri or surfaces

* Comparable heights, widths, and angles

* Markers for position confirmation When Using radiog-raphic
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Stryker Spine AVS® A-LAT PEEK Spacers Traditional 510(k) Preminrket Notification

510(k) Summary: AVS'~' A-LAT PEEK Spacers

Testing in compliianlce with FDA's J~n L 1l 2, 2007 ''Class I I

Special Controls GUidance Documnent: Intervertebral Body

FuIsion Device" was performed for the AVS® A-LAT PEEK

Spacers and demonstrated substanrtially eqUivalen~t performance

to the identified predicate device systems. The followingo

mechanical tests were performed:

* Static Compression (per- ASTM 1P2077)

• Dynamic Compression (per- ASTM F2077)

* Static Compression Shear (per ASTM 1P2077)

* Dynamic Compression Shear (per ASTM F2077)

* Subsidence (per- ASTM F2267)

ConFcIlusion The AVS'~ A-LAT IIlEK spacers have demonstrated substantial

eqLi va lence in performance. material. i ndicat ions and design to

the identi lied predicate device systems.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New -Iampshite Avenue

Document Conirol Room -W066-G609
Silver Spring, MD 20993-0002

Stryker Spine AUQ 1 2 US1
%/ Ms. Kimberly Lane
Regulatory Affairs Specialist
2 Pearl Court
Allendale, New Jersey 07401

Re: K101051
Trade/Device Name: AVS® A-LAT PEELK Spacers
Regulation Number: 21 CER 888.3080
Regulation Name: Intervertebral body fusion device
Regulatory Class: Class IL
Product Code: MAX
Dated: August 04, 201 0
Received: August 05, 2010

Dear Ms. Lane:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally mrarketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application
(PMA). You may, therefore, market the device, subject to the general controls provisions of the

Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRFI does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional Controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equiyalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
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or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CER Part 80 1); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic

product radiation control provisiolsw (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), ple ase

go to tt:/wfdnvAbtF /CtrOfICCD lCD lfhC/c 15809.hitm for

the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premnarket notification" (2lCFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
h~ttp://wx,-vwv.fda-~gov,/Mediical Dev~ices/Safetv/ReportaPr-oblenm/default.hitn for the CDRI-' s Office

of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

hp Y/ ~wwwfda 2 ov,/~McdicalD~evices,/Resourtcs;fo~rYou/lflduLstr /~default htmi.

Sincerely yours,

allci on2x t43
Director
Division of Surgical, Orthopedic

And Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Stryker Spine A VS® A-LAT PEE1K Spacers Tiaditional 5 10(k) Premarket N'oti fication

Indications for Use

5 1Q(k) Numbin er (if known): l(Io Ios SI* 2zr
Device Namne: Strykcer SpinieAVS® A-LAT ')EL-KSpacers

Indications For Use:

ihe Stye pn V' -:A EI( Spacers are intervertebral body fusion devices indicated for use
with autogenou~s bone graft in patients with degenerative disc disease (DDD) at one level or twvo
contiguiots levels fr om L2 to SI.

DDD is defined as back pain of discogenic origin with degeneration of the disc confirmed by history and
radiographic Studies. The DDD patients may also have Lip to GradeI spondylolisthesis at the involved
level(s). These patients Should be skeletally mature and have six mronths of nonoperative therapy.

The AVS® A-LAT PEEK Spacers are intended to be used with supplemental fixation systemns that heave
been cleared for use in the lUrbosacral spine.

Prescription Use ___X AND/OR Over-The-Cou~nter Use ____

(Part 21 CFR 80 1Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

IV
(Divi on Sign-Off
Div Aion of Surgical, Orthopedic,
and Restorative Devices

5 10(k) Number, KIOIOSI
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